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-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 

THE REPLY FILED Aug 21, 2003 FAILS TO PLACE THIS APPLICATION IN CONDITION FOR ALLOWANCE. 
Therefore, further action by the applicant is required to avoid the abandonment of this application. A proper reply to a final 
rejection under 37 CFR 1.113 may only be either: (1) a timely filed amendment which places the application in condition for 
allowance; (2) a timely filed Notice of Appeal (with appeal fee); or (3) a timely filed Request for Continued Examination 
(RCE) in compliance with 37 CFR 1.114. 

THE PERIOD FOR REPLY [check only a) or b)] 

a) X The period for reply expires 6 months from the mailing date of the final rejection. 

b) LJ The period for reply expires on: (1) the mailing date of this Advisory Action, or (2) the date set forth in the final rejection, whichever 

is later. In no event, however, will the statutory period for reply expire later than SIX MONTHS from the mailing date of the 

final rejection. ONLY CHECK THIS BOX WHEN THE FIRST REPLY WAS FILED WITHIN TWO MONTHS OF THE FINAL REJECTION. 

See MPEP 706.07(f). 

Extensions of time may be obtained under 37 CFR 1 .1 36(a). The date on which the petition under 37 CFR 1 .1 36(a) and the appropriate 
extension fee have been filed is the date for purposes of determining the period of extension and the corresponding amount of the fee. The 
appropriate extension fee under 37 CFR 1.17(a) is calculated from: (1) the expiration date of the shortened statutory period for reply originally 
set in the final Office action; or (2) as set forth in (b) above, if checked. Any reply received by the Office later than three months after the 
mailing date of the final rejection, even if timely filed, may reduce any earned patent term adjustment. See 37 CFR 1 .704(b). 



1 , □ A Notice of Appeal was filed on 



Appellant's Brief must be filed within the period set forth in 



37 CFR 1 .192(a), or any extension thereof (37 CFR 1 .1 91 (d)), to avoid dismissal of the appeal. 
L_ i The proposed amendment(s) will not be entered because: 

(a) U they raise new issues that would require further consideration and/or search (see NOTE below); 

(b) L j they raise the issue of new matter (see NOTE below); 

(c) l— l they are not deemed to place the application in better form for appeal by materially reducing or simplifying the 

issues for appeal; and/or 

(d) □ they present additional claims without canceling a corresponding number of finally rejected claims. 
NOTE: 



3.M Applicant's reply has overcome the following rejection(s): 



4. LJ Newly proposed or amended ctaim(s) would be allowable if submitted in 

a separate, timely filed amendment canceling the non-allowable claim(s). 

5. XJ The a) LJ affidavit, b) LJ exhibit, or c) K request for reconsideration has been considered but does NOT place the 

application in condition for allowance because: 

See attached 



6. i_i The affidavit or exhibit will NOT be considered because it is not directed SOLELY to issues which were newly raised 

by the Examiner in the final rejection. 

7. — For purposes of Appeal, the proposed amendment(s) a)- will not be entered or b)L. will be entered and an 

explanation of how the new or amended claims would be rejected is provided below or appended. 

The status of the claim(s) is (or will be) as follows: 

Claim(s) allowed: 

Claim(s) objected to: 

Claim(s) rejected: 

Claim(s) withdrawn from consideration: 

8. -.-i The proposed drawing correction filed on is a) -approved or bM disapproved by the Examiner. 

9. Note the attached Information Disclosure Statement(s) (PTO-1449) Paper No(s). . 

10. Other: 
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ADVISORY ACTION 

Applicants response after final filed August 21, 2003 (Paper Number 9) has been received 
and entered. Consequently, claims 1, 5-6, and 8-15 remain pending in the instant application. 

Claim Rejections - 35 USC §112 

1. The rejection of claim 1 1 under 35 U.S.C. 112, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to enable one skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and/or use the 
invention is maintained. 

It is noted that Applicants have submitted a copy of the deposit receipt made with the 
American Type Culture Collection. However, the submission of the deposit receipt alone, is still 
insufficient to overcome this rejection. As set forth in the previous action on page 4, "If the 
deposit has been made under the provisions of the Budapest Treaty, filing of an affidavit or 
declaration by applicant or assignees or a statement by an attorney of record who has authority 
and control over the conditions of deposit over his or her signature and registration number 
stating that the deposit has been accepted by an International Depository Authority under the 
provisions of the Budapest Treaty, that all restrictions upon public access to the deposit will 
be irrevocably removed upon the grant of a patent on this application and that the deposit will 
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replaced if viable samples cannot be dispensed by the depository is required." Until this 
requirement is fulfilled, the rejection is maintained for reasons of record. 

The specification is objected to under 35 U.S.C. 1 12, first paragraph, as failing to provide 
an enabling disclosure without complete evidence that the claimed biological materials are known 
and readily available to the public or complete evidence of the deposit of biological materials. 

The specification lacks complete deposit information for the deposit of the microorganism 
PTA-600, PTA-601, PTA-602 and PTA-603 (all deposited with the ATCC). It is not clear that 
microorganisms possessing the identical properties of PTA-600, PTA-601, PTA-602 and PTA- 
603 are known and publicly available or can be reproducibly isolated from nature without undue 
experimentation. 

Exact replication of a cell line is an unpredictable event. Although applicant has provided 
a written description of a method for selecting the claimed microorganisms, this method will not 
necessarily reproduce microorganisms which are chemically and structurally identical to those 
claimed. 

Because one skilled in the art could not be assured of the ability to practice the invention 
as claimed in the absence of the availability of the PTA-600, PTA-601. PTA-602 and PTA-603 
cell lines, a suitable deposit for patent purposes, evidence of public availability of the PTA-600, 
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PTA-601, PTA-602 and PTA-603 microorganisms or evidence of the reproducibility without 
undue experimentation is required. 

If the deposit has been made under the provisions of the Budapest Treaty, filing of an 
affidavit or declaration by applicant or assignees or a statement by an attorney of record who has 
authority and control over the conditions of deposit over his or her signature and registration 
number stating that the deposit has been accepted by an International Depository Authority under 
the provisions of the Budapest Treaty, that all restrictions upon public access to the deposit will 
be irrevocably removed upon the grant of a patent on this application and that the deposit will be 
replaced if viable samples cannot be dispensed by the depository is required. This requirement is 
necessary when deposits are made under the provisions of the Budapest Treaty as the Treaty 
leaves this specific matter to the discretion of each State. Amendment of the specification to 
recite the date of deposit and the complete name and full street address of the depository is 
required. As a possible means for completing the record, applicant may submit a copy of the 
contract with the depository for deposit and maintenance of each deposit. 

If the deposits have not been made under the provisions of the Budapest Treaty, then in 
order to certify that the deposits comply with the criteria set forth in 37 CFR §1.801-1.809, 
assurances regarding availability and permanency of deposits are required. Such assurance may 
be in the form of an affidavit or declaration by applicants or assignees or in the form of a 
statement by an attorney of record who has the authority and control over the conditions of 
deposit over his or her signature and registration number averring: 

( a ) during the pendency of this application, access to the deposits will be afforded to the 
Commissioner upon request; 

(b) all restrictions upon the availability to the public of the deposited biological material 
will be irrevocably removed upon the granting of a patent on this application; 

(c ) the deposits will be maintained in a public depository for a period of at least thirty 
years from the date of deposit or for the enforceable life of the patent of or for a period of five 
years after the date of the most recent request for the furnishing of a sample of the deposited 
biological material, whichever is longest; and 

(d ) the deposits will be replaced if they should become nonviable or non-replicable. 

In addition, a deposit of biological material that is capable of self-replication either directly 
or indirectly must be viable at the time of deposit and during the term of deposit. Viability may be 
tested by the depository. The test must conclude only that the deposited material is capable of 
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reproduction. A viability statement for each deposit of a biological material not made under the 
Budapest Treaty must be filed in the application and must contain: 

1 ) The name and address of the depository; 

2) The name and address of the depositor; 

3 ) The date of deposit; 

4 ) The identity of the deposit and the accession number given by the depository; 

5 ) The date of the viability test; 

6 ) The procedures used to obtain a sample if the test is not done by the depository; and 
7) A statement that the deposit is capable of reproduction. 

As a possible means for completing the record, applicant may submit a copy of the 
contract with the depository for deposit and maintenance of each deposit. 

If the deposit was made after the effective filing date of the application for patent in the 
United States, a verified statement is required from a person in a position to corroborate that the 
hybridoma cell line described in the specification as filed is the same as that deposited in the 
depository. Corroboration may take the form of a showing of a chain of custody from applicant 
to the depository coupled with corroboration that the deposit is identical to the biological material 
described in the specification and in the applicant's possession at the time the application was 



Applicant's attention is directed to In re Lundack, 773 F.2d. 1216, 227 USPQ 90 (CAFC 
1985) and 37 CFR §1.801-1.809 for further information concerning deposit practice. 

For reasons of record in Paper Number 7, this rejection is maintained. 



filed. 



Claims 1, 5-6, 8-10, and 12-15 are allowed. 
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Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Mark Navarro, whose telephone number is (703) 306-3225. The examiner 
can be reached on Monday - Thursday from 8:00 AM - 6:00 PM. The examiner can be reached 
on alternate Fridays. If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor Lynette Smith can be reached at (703) 308-3909. 

Any inquiry of a general nature or relating to the status of this application should be 
directed to the Group receptionist, whose telephone number is (703) 308-0196. 

Papers related to this application may be submitted to Group 1645 by facsimile 
transmission. Papers should by faxed to Group 1645 via the PTO Fax Center located in Crystal 
Mall 1 . The faxing of such papers must conform with the notice published in the official Gazette 
1096 OG 30 (November 15, 1989). The CMI Fax Center number is (703) 308-4242. 



Mark Navarro 



Primary Examiner 
September 8, 2003 



